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Status of Application, Amendments and/or Claims 

The amendment filed 25 May 2007 has been entered in full. Claims 55-60 are 
canceled. New claims 63 and 64 were entered. Claims 1-54, 61-64 are pending and 
under examination. 

Withdrawn Objections And/Or Rejections 

The rejection to claims 1, 2, 19-21, 28, 29, 46-48 and 54 under 35 U.S.C. 112, 
second paragraph, as set forth at page 8 of the previous Office Action (20 February 
2007), is withdrawn in view of the amendment (25 May 2007). 

The objection to claims 27, 28 and 54, as set forth at pages 8-9 of the previous 
Office Action (20 February 2007), is withdrawn in view of the amendment (25 May 
2007). 

Matter of Record 

Please note that the objection to claims 27, 28 and 54, as set forth at pages 8-9 
of the previous Office Action (20 February 2007), was withdrawn because of the 
limitations in newly amended claims 27 and 54. These rejections will be reapplied to the 
instant claims if the claim language is amended. Please see the 35 U.S.C. 112, first 
paragraph, written description, new matter rejection below. 

Claim Rejections-35 USC § 1 12, First Paragraph, Enablement 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
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art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 1-54, 61, 62 (and new claims 63 and 64) remain rejected under 35 
U.S.C. 1 12, first paragraph, as failing to comply with the enablement requirement. The 
basis for this rejection is set forth at pages 4-8 of the previous Office Action (20 
February 2007). 

Applicant cites In re Wands. Applicant states that the instant invention may 
require routine experimentation. Applicant recites the instant claims. Applicant argues 
that ample descriptions of BiRAM and MultiRAM assays are provided in the 
specification. Applicant cites pages in the specification and Examples 8-1 0 : Applicant 
maintains that although the identity of the chemoattractant receptor(s) reacting in the 
assay and causing cell migration is not know immediately following the BiRAM and 
MultiRAM assays, Applicants teach, for example at page 20, 1 st full paragraph, and 
page 22, lines 1-4 of the instant specification, that RAM assay (i.e. UNiRAM) may be 
employed for re-screening of the candidate antagonists. Applicant argues that in the 
RAM assay, only one ligand is applied at a time. Applicant states that additional assay 
methods, such as conventional HTS methods, such as FLIPR that measure calcium 
mobilization, or a cell migration assay may be used for discriminating true 
chemoattractant receptor antagonist hits. 

Applicant's arguments have been fully considered but are not deemed 
persuasive. The specification teaches that in a binary RAM (BiRAM) assay, two types of 
chemoattractant receptors can be assayed in the same assay. Either a single cell 
population comprising two different receptors on one cell or two distinct cell 
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populations each comprising a different receptor are incubated with a candidate 
antagonist(s) and then contacted with an inhibitory concentration of ligands for 
the target receptor. The ability of the cell populations to migrate in response to the 
treatment with a candidate antagonist(s) is assayed. If the cell migrates in the presence 
of a candidate antagonist(s), then a positive signal is observed. As was stated in the 
previous Office Action, Examples 8-10 (BiRAM assays) are not applicable because the 
experiments employed known antagonists to known chemoattractant receptors. The 
instant examples do not teach the incubation of an unknown candidate antagonist(s) 
together with a cell population comprising two different unknown chemoattractant 
receptors or two distinct cell populations each expressing a different unknown 
chemoattractant receptor, wherein the unknown candidate antagonist(s) is identified as 
a true antagonist and its chemoattractant receptor(s) is identified. 

Applicant argues that RAM assay may be employed for re-screening of the 
candidate antagonists and cites page 20, 1 st full paragraph, and page 22, lines 1-4 of 
the instant specification. This argument has been fully considered but not found 
persuasive. The specification states that although the hits may identify an antagonist to 
one or more chemokine receptors, the identity of this chemokine receptor(s) reacting in 
the assay and causing cell migration is not known at this stage of the assay. The 
specification states that because the hit rate is very low, I.e. less than 1%, receptors 
identity can be then determined by re-screening the candidate antagonist in a RAM 
assay in which only one chemokine is applied at a time. The specification fails to teach 
how to use the "hit rate" data from the BiRAM assay and employ it in the RAM assay. It 
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is unclear how the RAM assay can be used to re-screen candidate antagonists using 
the results from the BiRAM assay. The RAM assay, as taught in application 10/154,399, 
was used to identify candidate antagonists (one candidate antagonist at a time) to one 
known chemokine receptor, using the inhibitory concentrations of one known chemokine 
ligand. In the BiRAM assay, either a single cell population comprising two different 
receptors on one cell or two distinct cell populations each comprising a different 
receptor are incubated with one or more candidate antagonists and then contacted with 
an inhibitory concentration of ligands for the target receptor. How does one skilled in the 
art discern which chemokine receptor is being affected by the candidate antagonist. If 
two candidate antagonists are used, how does one skilled in the art discern which 
candidate antagonist is affecting which chemokine receptor. The specification fails to 
teach how to discern the identity of a particular candidate antagonists or chemokine 
receptor by re-screening in a RAM assay. 

Applicant argues that additional assay methods, such as conventional HTS 
methods, such as FLIPR that measure calcium mobilization, or a cell migration assay 
may be used for discriminating true chemoattractant receptor antagonist hits. This 
argument has been fully considered but is not found persuasive. The instant assays are 
readouts for activity, but they could not be used to identify which candidate antagonist is 
inducing the cell population migration to the lower chamber if more than one candidate 
antagonist is placed with the cell population in the upper chamber or which 
chemoattractant receptor(s) is being affected, if a single cell population comprising 
multiple different chemokine receptors or multiple cell populations comprising different 
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receptors each are incubated with a candidate antagonist (or candidate antagonists) in 
the upper chamber. 

The scientific reasoning and evidence as a whole indicates that the rejection 
should be maintained. 

NEW OBJECTIONS/REJECTIONS 

Claim Rejections-35 USC § 112, First Paragraph, Written Description (New Matter) 

The following is a quotation of the first paragraph of 35 U.S.C. 1 1 2: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 27 and 54 are rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to reasonably convey to 
one skilled in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention. This is a new matter rejection. 

Claims 27 and 54 initially recited: the method of claim 1 (or the method of claim 
28), wherein determining is performed by a method comprising the steps of: 

placing a first cell population comprising the first chemoattractant receptor with a 
candidate antagonist in the upper chamber; placing a second cell population comprising 
the second chemoattractant with the candidate antagonist in the upper chamber: 
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placing an inhibitory concentration of a ligand for the first chemoattractant 
receptor in the lower chamber; placing an inhibitory concentration of a ligand for the 
second chemoattractant receptor in the lower chamber: 

and assaying movement of the first and the second cell population from the 
upper chamber to the lower chamber, wherein the movement identifies the candidate 
antagonist as an antagonist of either the first or the second chemoattractant receptor. 

The instant claims have now been amended to recite that the first cell population 
comprising the first chemoattractant receptor with a candidate antagonist is placed in 
the upper chamber, the inhibitory concentration of a ligand for the first chemoattractant 
receptor is placed in the lower chamber and the movement of the first cell population 
from the upper chamber to the lower chamber is assayed, wherein movement identifies 
the candidate antagonist as an antagonist of the first chemoattractant receptor, THEN 
the second cell population comprising the second chemoattractant receptor with the 
candidate antagonist is placed in the upper chamber, the inhibitory concentration of a 
ligand for the second chemoattractant receptor in the lower chamber and the movement 
of the second cell population from the upper chamber to the lower chamber is assayed, 
wherein movement identifies the candidate antagonist as an antagonist of the second 
chemoattractant receptor.. 

The specification as originally filed does not provide support for the invention as 
now claimed. Applicant's amendment, filed 25 May 2007, asserts that no new matter 
has been added and contends that claims 27 and 54 were amended to relate to form 
and/or grammar for the purpose of increasing the clarity of each. Applicant does not 
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provide sufficient direction for the written description for the above-mentioned 
"limitations" and the Examiner cannot locate the wording or connotation of the instant 
claims. 

Applicant's arguments regarding the amendments to claims 27 and 54 are not 
found persuasive. The newly amended claims clearly change the order of the method 
steps and now recite limitations, which were not disclosed previously. The instant claims 
recite limitations that were not clearly disclosed in the specification as filed, and now 
change the scope of the instant disclosure as-filed. 

Applicant is required to cancel the new matter in the response to this Office 
action. Alternatively, Applicant is invited to provide specific written support for the 
"limitations" indicated above or rely upon the limitations set forth in the specification as 
filed. 

Claim Rejections-35 USC § 112, Second Paragraph 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 27, 63 and 64 are rejected under 35 U.S.C. 112, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. 

Claim 27 is indefinite because the method is drawn to two different cell 
populations: each cell population comprising a chemoattractant receptor, a candidate 
antagonist and an inhibitory concentration of a ligand. However, claim 27 depends from 
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claim 1, which recites a single population expressing two different chemoattractant 
receptors. Claim 27 is indefinite because it is unclear which first chemoattractant 
receptor from claim 1 is being examined in claim 27 (i.e. the first or the second 
chemoattractant receptor in the single population). 

Claims 63 and 64 contain the trademark/trade name FLIPR™. Where a 
trademark or trade name is used in a claim as a limitation to identify or describe a 
particular material or product, the claim does not comply with the requirements of 35 
U.S.C. 112, second paragraph. See Ex parte Simpson, 218 USPQ 1020 (Bd. App. 
1982). The claim scope is uncertain since the trademark or trade name cannot be used 
properly to identify any particular material or product. A trademark or trade name is 
used to identify a source of goods, and not the goods themselves. Thus, a trademark or 
trade name does not identify or describe the goods associated with the trademark or 
trade name. In the present case, the trademark/trade name is used to identify/describe 
the assay and, accordingly, the identification/description is indefinite. 

Conclusion 

No claims are allowed. 



Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
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CFR 1.136(a). A shortened statutory period for reply to this final action is set to expire 
THREE MONTHS from the mailing date of this action. In the event a first reply is filed 
within TWO MONTHS of the mailing date of this final action and the advisory action is 
not mailed until after the end of the THREE-MONTH shortened statutory period, then 
the shortened statutory period will expire on the date the advisory action is mailed, and 
any extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date 
of the advisory action. In no event, however, will the statutory period for reply expire 
later than SIX MONTHS from the date of this final action. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Regina M. DeBerry whose telephone number is (571) 
272-0882. The examiner can normally be reached on 9:00 a.m.-6:30 p.m. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Gary B. Nickol can be reached on (571) 272-0835. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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MARIANNE P. ALLEN 
PRIMARY EXAMINER 



